DCES H PAA APPLY?

GENERAL RULE: “Except as otherw se provided in this part, if a
covered entity conducts with another covered entity (or within
the sanme covered entity), using electronic nedia, a transaction
for which the Secretary has adopted a standard under this part,
the covered entity nust conduct the transaction as a standard
transaction.” (45 CFR 162.923(a))

IS 1T A COVERED ENTI TY?
Is it a health plan?

. Heal t h pl ans include the foll ow ng:

N I ndi vi dual or group plan that provides, or
pays the cost of, nedical care.?!

- A group health plan.?

-~ A health insurance issuer.?

-~  An HWO*

N Part A or Part B of the Medicare program?®

o The Medi caid program ©

N An issue of a Medicare supplemental policy.’

N An issuer of a long-termcare policy,
excluding a nursing honme fixed i ndemity
policy.

N An enpl oyee wel fare benefit plan or any
ot her arrangenent that is established or
mai nt ai ned for the purpose of offering or
provi ding health benefits to the enpl oyees
of two or nore enpl oyers.

- The health care programfor active mlitary

personnel under title 10 of the United
St at es Code.



N The veterans health care program?®

N The G vilian Health and Medi cal Program of
t he Uniforned Services.?®

- The I ndian Health Service program under the
| ndi an Health Care |nprovenent Act.'°

N The Federal Enpl oyees Health Benefit
Program *?

- An approved state child health plan
provi di ng required benefits. !

- The Medi care + Choice program 13

N Any ot her individual or group plan, that
provi des or pays for the cost of nedical
care. ™

When applied to governnment funded prograns, the
regul ations apply to the conponents of the
gover nment agency adm ni stering the program

The follow ng are not considered health plans,
unl ess specifically identified as a health plan
above:

- Any policy, plan, or programto the extent
that it provides, or pays for the cost of,
certain excepted benefits.?®®

N Any gover nnent - funded program (ot her than
one |isted above) whose principal purpose is
ot her than providing, or paying the cost of
health care.

N Any gover nnent - f unded program (ot her than
one |listed above) whose principal activity
is the direct provision of health care to
persons. !’

- Any governnent - f unded program (ot her than
one listed above) whose principal activity



is the making of grants to fund the direct
provi sion of health care to persons.

Is it a health care clearinghouse?

. A public or private entity!® that processes or
facilitates the processing of informtion
received fromanother entity in a nonstandard
format or containing nonstandard data content
into standard data el ements or a standard
transacti on.

. A public or private entity that receives a
standard transaction from another entity and
processes or facilitates the processing of
i nformati on into nonstandard format or
nonst andard data content for a receiving entity.

. A departnent or conponent of a health plan or
heal th care provider that transfornms nonstandard
information into standard data el ements or
standard transactions (or vice versa) is not a
cl eari nghouse for purposes of this rule, unless
it also perforns these functions for another
entity.

. Affiliates' may perform clearinghouse functions
for each other w thout becom ng “cl eari nghouses”
wi thin the neani ng of HI PAA

Is it a health care provider who transmts any health
information in electronic formin connection with a
transaction covered by the regul ations?

. Heal th care provi der neans:

- A provider of services.?

N A provider of medical or other health
servi ces. 2

N Any ot her person or organi zati on who
furnishes, bills, or is paid for health care
in the normal course of business.



. Heal t h care providers cannot circunvent the
application of the rule where another entity
(e.g. a hospital or billing service) transmt
standard el ectronic transactions on their behal f.

'S THE | NFORVATI ON TRANSM TTED BY ELECTRONI C MEDI A?

. “El ectroni c nmedi a neans the node of electronic
transm ssion. It includes the Internet (w de-
open). Extranet (using Internet technology to
link a business with information only accessible
to coll aborating parties), |leased lines, dial-up
lines, private networks, and those transm ssions
that are physically noved fromone |location to
anot her using magnetic tape, disk, or conpact
disk media.” (45 C.F.R 162.103.)

IS I T A STANDARD TRANSACTI ON?

Is it a transaction?

. Exchange of informati on between two parties to
carry out financial or admi nistrative activities
related to health care

. I ncl udes the foll ow ng:

- Heal th care clainms or equival ent encounter
i nformati on.

N Heal th care paynent and rem ttance advice.

- Coordi nati on of benefits.

- Heal th care clai mstatus.

- Errollnent and disenrollnent in a health
pl an.

- Eligibility for a health plan
- Heal th plan prem um paynents.

- Referral certification and authorizati on.



- First report of injury.
. Heal th cl ai ns attachnents.

- Q her transactions that the Secretary may
prescribe by regul ation.

s it subject to a standard?

. Standard is defined as “a prescribed set of
rul es, conditions, or requirenents describing the
followi ng information for products, systens,
services or practices: (1) Cassification of
conmponents. (2) Specification of materials,
per formance, or operations. (3) Delineation of
procedures.”

ARE OTHER ENTI TES EFFECTED?

Busi ness associates: A covered entity that uses a busi ness
associ ate nust require the business associate to conply
with H PAA and require that the business associate’s agents
or subcontractors conply w th H PAA

. A person who perforns a function or activity
i nvol ving the use or disclosure of individually
identifiable health informtion.

. A person who perforns any function or activity
regul ated by the HI PAA regul ati ons.

. A person who provides |egal, actuarial,
accounting, consulting, data aggregation,
managenent, adm ni strative, accreditation, or
financial services to of for a covered entity, or
for an organi zed health care arrangenent in which
the covered entity participates, where the
provi sion of the services involves the disclosure
of individually identifiable health informtion
fromthe covered entity or arrangenment, or from
anot her busi ness associ ate of the covered entity
or arrangenent, to the person.

. Excl udes persons who are part of the covered
entity’ s workforce. ??



. Joint adm nistration of a health plan by two
public entities or a public and private entity
does not neet the definition of a business
associ ate. Exanples include, state and federa
adm ni stration of the Medicaid and SCH P program
or joint admnistration of a Medi care+Choice plan
by the Health Care Financing Adm nistration and
the issuer offering the plan.

! See 42 U.S.C. 300gg—91(a)(2) (“The term' ' medical care'' neans amounts paid
for—
(A) the diagnosis, cure, mtigation, treatnment, or prevention
of disease, or anounts paid for the purpose of affecting any
structure or function of the body,
(B) anmpbunts paid for transportation primarily for and
essential to nedical care referred to in subparagraph (A), and
(O anpunts paid for insurance covering nedical care referred
to in subparagraphs (A) and (B).").

2 See 45 C.F.R 160.103 (“Goup health plan (al so see definition of health
plan in this section )means an enpl oyee wel fare benefit plan (as defined in
section 3(1) of the Enpl oyee Retirenent Inconme and Security Act of 1974
(ERISA), 29 U S.C. 1002(1)), including insured and self-insured plans, to the
extent that the plan provides nedical care (as defined in section 2791(a)(2)
of the Public Health Service Act (PHS Act), 42 U. S. C. 300ggg-91(a)(2)),
including itens and services paid for as nedical care, to enployees or
dependents directly or through insurance, reinbursenent, or otherw se that:
(1) Has 50 or nore participants (as defined in section 3(7) of ERI SA 29

U S.C. 1002(7)); or (2) Is adm nistered by an entity other than the enpl oyer
t hat established and maintains the plan.”).

3 See 45 C.F.R 160.103 (“Health insurance issuer (as defined in section
2791(b)(2) of the PHS Act, 42 U.S.C. 300—gg91(b)(2) and used in the
definition of health plan in this section) neans an insurance conpany,

i nsurance service, or insurance organization (including an HMO) that is
licensed to engage in the business of insurance in a State and is subject to
State |l aw that regul ates insurance. Such term does not include a group health
plan.”).

4 See 45 C.F.R 160.103 (“Heal th mai ntenance organi zation (HMO) (as defined in
section 2791(b)(3) of the PHS Act, 42 U.S.C. 300gg—91(b)(3) and used in the
definition of health plan in this section) neans a federally qualified HVO

an organi zation recogni zed as an HMO under State law, or a simlar

organi zation regul ated for solvency under State law in the sanme nanner and to
the sane extent as such an HMO. ").

5 See 42 U.S.C. 1395c et seq. (Part A) and 42 U.S.C. __ 1395] et seq. (Part
B) .

® See 42 U.S.C. 1396 et seq. The commentary to the regul ations provides the
foll owi ng explanation: “W note that in certain instances eligibility for or
enrollment in a health plan that is a governnent program providing public



benefits, such as Medicaid or SCH P, is determ ned by an agency ot her than
the agency that administers the program or individually identifiable health
i nfornmati on used to determine enrollnent or eligibility in such a health plan
is collected by an agency other than the agency that admi nisters the health
plan. In these cases, we do not consider an agency that is not otherw se a
covered entity, such as a local welfare agency, to be a covered entity
because it determines eligibility or enrollnment or collects enroll ment
informati on as authorized by law. W also do not consider the agency to be a
busi ness associ ate when conducting these functions, as we described further
in the business associate di scussion above.” (65 Fed. Reg. No. 250 (Dec. 28,
2000) 82478.)

" See 42 U.S.C. 1395ss(g)(1) (“For purposes of this section, a nedicare

suppl emental policy is a health insurance policy or other health benefit plan
offered by a private entity to individuals who are entitled to have payment
made under this subchapter, which provides rei nbursenent for expenses
incurred for services and itens for which paynent nmay be nade under this
subchapt er but which are not reinmbursable by reason of the applicability of
deducti bl es, coi nsurance amounts, or other limtations inposed pursuant to
this subchapter; but does not include or a Medicare+Choice plan or any such
policy or plan of one or nore enployers or |abor organizations, or of the
trustees of a fund established by one or nore enployers or |abor

organi zations (or conbination thereof), for enployees or fornmer enployees (or
conbi nation thereof) or for nmenbers or former nenbers (or conbination

t hereof) of the |abor organizations and does not include a policy or plan of
an eligible organization (as defined in section 1395mmb) of this title) if
the policy or plan provides benefits pursuant to a contract under section
1395mm of this title or an approved denponstration project described in
section 603(c) of the Social Security Arendnents of 1983, section 2355 of the
Deficit Reduction Act of 1984, or section 9412(b) of the Owmi bus Budget
Reconciliation Act of 1986, or a policy or plan of an organization if the
policy or plan provides benefits pursuant to an agreenent under section
13951 (a) (1) (A) of this title. For purposes of this section, the term
"'‘policy'' includes a certificate issued under such policy.”)

8 38 U.S.C. Chapter 17.

° 10 U.S.C. 1072(4) (defined).

1025 U.S.C. 1601 et seq.

115 U .S.C. 8902 et seq.

1242 U S.C. 1397 et seq.

1342 U.S.C. 1395w 21 through 1395w 28.

14 See Endnote 1, supra.

15 See 42 U.S.C. 3009g—91(c)(1) (“(1) Benefits not subject to requirenments
(A) Coverage only for accident, or disability income insurance,

or any conbi nation thereof.

(B) Coverage issued as a supplenent to liability insurance.
(C Liability insurance, including general liability insurance

and autonobile liability insurance.
(D) Workers' conpensation or sinilar insurance.



(E) Autonpbil e nedical paynent insurance.

(F) Credit-only insurance.

(G Coverage for on-site nedical clinics.

(H Oher simlar insurance coverage, specified in regul ations,
under which benefits for nedical care are secondary or incidental
to other insurance benefits.”).

18 Exanpl es of programs that incidentally provide health services but which
are not health plans include Special Supplenental Nutrition Program for
Wrren, Infants and Children (WC) and the Food Stanp Program

17 Exanpl es of progranms that have as their direct purpose the provision of
heal th care but which do not constitute health plans include the Ryan Wite
Conpr ehensi ve Al DS Resources Energency Act, governnent funded health centers
and i mmuni zati on prograns.

8 Entities include but are not limted to, billing services, repricing
conpani es, conmmunity heal th nanagenent information systens or comunity
health information systenms and ‘val ue-added’ networks and switches.

19 Affiliates are legally separate covered entities that designate thenmsel ves
as a single covered entity, if all of the designated entities are under
conmon ownership or control and if the designation is properly docunented.
(45 C.F.R 164.504(d).)

20 42 U.S.C. 1395x(u) (“The term''provider of services'' means a hospital
critical access hospital, skilled nursing facility, conprehensive outpatient
rehabilitation facility, hone health agency, hospice program or, for

pur poses of section 1395f(g) and section 1395n(e) of this title, a fund.”).

21 42 U.S.C. 1395x(s) (“The term''nedical and other health services'' nmeans
any of the following itens or services:

(1) physicians' services;

(2) (A) services and supplies (including drugs and bi ol ogi cal s
whi ch cannot, as determined in accordance with regul ations, be
sel f-adm ni stered) furnished as an incident to a physician's
prof essi onal service, of kinds which are comonly furnished in
physicians' offices and are comonly either rendered wi thout
charge or included in the physicians' bills;

(B) hospital services (including drugs and biol ogical s which
cannot, as determined in accordance with regul ati ons, be
sel f-adni ni stered) incident to physicians' services rendered to
out patients and partial hospitalization services incident to such
servi ces;

(C) diagnostic services which are -

(i) furnished to an individual as an outpatient by a hospita
or by others under arrangenents with them made by a hospital
and

(ii) ordinarily furnished by such hospital (or by others
under such arrangenents) to its outpatients for the purpose of
di agnosti c study;

(D) outpatient physical therapy services and out patient
occupati onal therapy services;

(E) rural health clinic services and Federally qualified health
center services;

(F) home dialysis supplies and equi pnent, self-care hone



di al ysis support services, and institutional dialysis services
and supplies;

(G antigens (subject to quantity linitations prescribed in
regul ations by the Secretary) prepared by a physician, as defined
in subsection (r)(1) of this section, for a particular patient,

i ncludi ng antigens so prepared which are forwarded to anot her
qualified person (including a rural health clinic) for

adm nistration to such patient, fromtine to tinme, by or under
t he supervision of another such physician

(H) (i) services furnished pursuant to a contract under section
1395mm of this title to a nenber of an eligible organization by a
physi ci an assistant or by a nurse practitioner (as defined in
subsection (aa)(5) of this section) and such services and
supplies furnished as an incident to his service to such a nenber
as woul d otherwi se be covered under this part if furnished by a
physician or as an incident to a physician's service; and

(ii) services furnished pursuant to a risk-sharing contract
under section 1395nmq(g) of this title to a nmenber of an eligible
organi zation by a clinical psychologist (as defined by the
Secretary) or by a clinical social worker (as defined in
subsection (hh)(2) of this section), and such services and
supplies furnished as an incident to such clinical psychologist's
services or clinical social worker's services to such a nenber as
woul d ot herwi se be covered under this part if furnished by a
physician or as an incident to a physician's service;

(1) blood clotting factors, for henophilia patients conpetent
to use such factors to control bleeding w thout nedical or other
supervision, and itens related to the adm nistration of such
factors, subject to utilization controls deemed necessary by the
Secretary for the efficient use of such factors;

(J) prescription drugs used in imunosuppressive therapy
furni shed, to an individual who receives an organ transplant for
whi ch paynent is nmade under this subchapter, but only in the case
of drugs furnished -

(i) before 1995, within 12 nonths after the date of the
transpl ant procedure,

(ii) during 1995, within 18 nonths after the date of the
transpl ant procedure,

(iii) during 1996, within 24 nonths after the date of the
transpl ant procedure,

(iv) during 1997, within 30 nonths after the date of the
transpl ant procedure, and

(v) during any year after 1997, within 36 nonths after the
date of the transpl ant procedure;

(K) (i) services which would be physicians' services if
furni shed by a physician (as defined in subsection (r)(1) of this
section) and which are perforned by a physician assistant (as
defined in subsection (aa)(5) of this section) under the
supervi sion of a physician (as so defined) and which the
physician assistant is legally authorized to performby the State
in which the services are perfornmed, and such services and
supplies furnished as incident to such services as would be
covered under subparagraph (A) if furnished incident to a
physician's professional service; but only if no
facility or other provider charges or is paid any amobunts with
respect to the furnishing of such services, and



(ii) services which would be physicians' services if furnished
by a physician (as defined in subsection (r)(1) of this section)
and which are perforned by a nurse practitioner or clinical nurse
specialist (as defined in subsection (aa)(5) of this section)
working in collaboration (as defined in subsection (aa)(6) of
this section) with a physician (as defined in subsection (r)(1)
of this section) which the nurse practitioner or clinical nurse
specialist is legally authorized to performby the State in which
the services are perforned, and such services and supplies
furni shed as an incident to such services as would be covered
under subparagraph (A) if furnished incident to a physician's
prof essional service, but only if no facility or other provider
charges or is paid any amounts with respect to the furnishing of
such servi ces;

(L) certified nurse-mdw fe services;

(M qualified psychol ogi st services;

(N) clinical social worker services (as defined in subsection
(hh)(2) of this section);

(O erythropoietin for dialysis patients conpetent to use such
drug w t hout medical or other supervision with respect to the
adm ni stration of such drug, subject to methods and standards
establ i shed by the Secretary by regulation for the safe and
ef fective use of such drug, and itens related to the
adm ni stration of such drug;

(P) prostate cancer screening tests (as defined in subsection
(o0) of this section);

(Q an oral drug (which is approved by the Federal Food and
Drug Administration) prescribed for use as an anticancer
chenot her apeutic agent for a given indication, and containing an
active ingredient (or ingredients), which is the sane indication
and active ingredient (or ingredients) as a drug which the
carrier determ nes would be covered pursuant to subparagraph (A)
or (B) if the drug could not be self-adni nistered;

(R) colorectal cancer screening tests (as defined in subsection
(pp) of this section); and

(S) diabetes outpatient self-managenent training services (as
defined in subsection (qq) of this section); and

(T) an oral drug (which is approved by the Federal Food and
Drug Admini stration) prescribed for use as an acute anti-enetic
used as part of an anticancer chenotherapeutic reginmen if the
drug is administered by a physician (or as prescribed by a
physi ci an) -

(i) for use imedi ately before, at, or within 48 hours after
the tine of the administration of the anticancer
chenot her apeuti c agent; and

(ii) as a full replacenment for the anti-enetic therapy which
woul d ot herwi se be adninistered intravenously;

(3) diagnostic X-ray tests (including tests under the
supervision of a physician, furnished in a place of residence
used as the patient's home, if the performance of such tests
nmeets such conditions relating to health and safety as the
Secretary may find necessary and including diagnostic namography
if conducted by a facility that has a certificate (or provisiona
certificate) issued under section 354 of the Public Health
Service Act (42 U.S.C. 263b)), diagnostic laboratory tests, and
ot her diagnostic tests;



(4) X-ray, radium and radioactive isotope therapy, including
material s and services of technicians;

(5) surgical dressings, and splints, casts, and other devices
used for reduction of fractures and disl ocations;

(6) durable medical equipnent;

(7) anbul ance service where the use of other nmethods of
transportation is contraindicated by the individual's condition
but only to the extent provided in regul ations;

(8) prosthetic devices (other than dental) which replace all or
part of an internal body organ (including col ostony bags and
supplies directly related to col ostomy care), including
repl acenent of such devices, and including one pair of
conventional eyeglasses or contact |enses furnished subsequent to
each cataract surgery with insertion of an intraocular |ens;

(9) leg, arm back, and neck braces, and artificial |egs, arns,
and eyes, including replacenents if required because of a change
in the patient's physical condition

(10) (A) pneunpcoccal vaccine and its adninistration and,
subj ect to section 4071(b) of the Owmibus Budget Reconciliation
Act of 1987, influenza vaccine and its adm nistration; and

(B) hepatitis B vaccine and its adnministration, furnished to an
i ndi vidual who is at high or internediate risk of contracting
hepatitis B (as determ ned by the Secretary under regul ations);

(11) services of a certified registered nurse anesthetist (as
defined in subsection (bb) of this section);

(12) subject to section 4072(e) of the Omi bus Budget
Reconciliation Act of 1987, extra-depth shoes with inserts or
custom nol ded shoes with inserts for an individual w th diabetes,
if -

(A) the physician who is managi ng the individual's diabetic
condition (i) documents that the individual has periphera
neuropathy with evidence of callus formation, a history of
pre-ul cerative calluses, a history of previous ulceration, foot
deformty, or previous anputation, or poor circulation, and
(ii) certifies that the individual needs such shoes under a
conprehensive plan of care related to the individual's diabetic
condi ti on;

(B) the particular type of shoes are prescribed by a
podi atri st or other qualified physician (as established by the
Secretary); and

(C the shoes are fitted and furni shed by a podiatrist or
other qualified individual (such as a pedorthist or orthotist,
as established by the Secretary) who is not the physician
descri bed i n subparagraph (A) (unless the Secretary finds that
the physician is the only such qualified individual in the
area);

(13) screeni ng mamogr aphy (as defined in subsection (jj) of
this section);

(14) screening pap snear and screening pelvic exant and

(15) bone nass neasurenent (as defined in subsection (rr) of
this section).

No di agnostic tests perforned in any |aboratory, including a

| aboratory that is part of a rural health clinic, or a hospita
(whi ch, for purposes of this sentence, neans an institution
considered a hospital for purposes of section 1395f(d) of this
title) shall be included wthin paragraph (3) unless such



| aboratory -
(16) if situated in any State in which State or applicable
| ocal |law provides for |icensing of establishnments of this

nature, (A) is licensed pursuant to such law, or (B) is approved,
by the agency of such State or locality responsible for |icensing

establ i shnents of this nature, as neeting the standards
establ i shed for such licensing; and

(17)(A) nmeets the certification requirenents under section 353

of the Public Health Service Act (42 U S.C. 263a); and

(B) meets such other conditions relating to the health and
safety of individuals with respect to whom such tests are
perfornmed as the Secretary may find necessary.

There shall be excluded fromthe diagnostic services specified in
paragraph (2)(C any itemor service (except services referred to

i n paragraph (1)) which would not be included under subsection (b)

of this section if it were furnished to an inpatient of a
hospital. None of the itens and services referred to in the

precedi ng paragraphs (other than paragraphs (1) and (2)(A)) of this
subsection which are furnished to a patient of an institution which
neets the definition of a hospital for purposes of section 1395f(d)

of this title shall be included unless such other conditions are

met as the Secretary may find necessary relating to health and

safety of individuals with respect to whom such itens and services

are furnished.”).

22 persons working at a covered entity’s work station on the covered entity's
prem ses and who perform a substantial proportion of their activities at that

| ocation may be consi dered workforce nenbers by the covered entity. Absent a
busi ness associ ate agreenment, they will be assuned to be nembers of the
covered entity’s workforce, as will independent contractors. (65 Fed. Reg.

250 (Dec. 28, 2000) 82480.)



